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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Status 

1 )^ Responsive to communication(s) filed on 04 February 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-17 and 20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1-5 and 20 is/are rejected. 

7) 13 Claim(s) 6-17 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 06 July 2005 is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

Response to Remarks 

The Examiner thanks the Applicants for their timely reply filed on 4 February 2008, in 
the matter of 10/541,362. 

Applicants' arguments filed 4 February 2008 have been fully considered but they are 
deemed moot in light of the following remarks. 

The previous Office Correspondence, mailed 3 January 2008, required restriction 
between Group 1 (claims 1-17 and 20), which is directed to composition claims, and Group II 
(clauns 18 and 19), which is directed to method (e.g. "use") claims. However, it has been 
brought to the attention of the Examiner that the version of claims, which formed the basis for 
the previous restriction requirement, was not the most current set of claims provided by 
Applicants. Applicants properly filed an English translation annex to the International 
Preliminary Examination Report (Article 34) wherein claims 18 and 19 had been amended to 
reflect composition claims rather than method claims. Therefore, in light of the newly 

, [ Formattedi^o ntTBoid ] 

discovered amended claims, the Examiner hereby jvithdraws the requirement for restriction 
and joins claims 1 8 and 1 9 with the remaining claims for prosecution on the merits. 

Claims 1-20 are presented and represent all claims under consideration. 
Information Disclosure Statement 

An Information Disclosure Statement filed 16 September 2005 is acknowledged and 
has been reviewed. 
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Specification 

Applicant is reminded of the proper content of an abstract of the disclosure. 

A patent abstract is a concise statement of the technical disclosure of the patent and 
should include that which is new in the art to which the invention pertains. If the patent is of 
a basic nature, the entire technical disclosure may be new in the art, and the abstract should be 
directed to the entire disclosure. If the patent is in the nature of an improvement in an old 
apparatus, process, product, or composition, the abstract should include the technical 
disclosure of the improvement. In certain patents, particularly those for compounds and 
compositions, wherein the process for making and/or the use thereof are not obvious, the 
abstract should set forth a process for making and/or use thereof. If the new technical 
disclosure involves modifications or alternatives, the abstract should mention by way of 
example the preferred modification or alternative. 

The abstract should not refer to purported merits or speculative applications of 
the invention and should not compare the invention with the prior art. 

Where applicable, the abstract should include the following: 

(1) if a machine or apparatus, its organization and operation; 

(2) if an article, its method of making; 

(3) if a chemical compound, its identity and use; 

(4) if a mixture, its ingredients; 

(5) if a process, the steps. 

Extensive mechanical and design details of apparatus should not be given. 

Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

Tlic abstract should be in narrative form and generally limited to a single paragraph on 
a separate sheet within the range of 50 to 1 50 words. It is important that the abstract not 
exceed 1 50 words in length since the space provided for the abstract on the computer tape 
used by the printer is limited. The form and legal phraseology often used in patent claims, 
such as "means" and "said," should be avoided. The abstract should describe the disclosure 
sufficiently to assist readers in deciding whether there is a need for consulting the full patent 
text for details. 

The language should be clear and concise and should not repeat infomiation given in 
the title. It should avoid using phrases which can be implied, such as, "The disclosure 
concerns," "The disclosure defined by this invention," "The disclosure describes," etc. 
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Claim Objections 

Claim 5 is objected to because of the following informalities: the shorthand 
representation of the units "(mA'^)" is used in the claims and specification without further 
definition. The Examiner broadly and reasonably interprets, for the purposes of examination 
on the merits, that the recitation reads as "mass per volume". 

Appropriate correction is required. 

Claims 6-19 are objected to under 37 CFR 1.75(c) as being in improper form because 
a multiple dependent claim should refer to other claims in the alternative only and/or cannot 
depend from any other multiple dependent claim. See MPEP § 608.01(n). Accordingly, the 
claims 6-17 have not been fiirther treated on the merits. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-5 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. 

Regarding claim 1, the term "injectable", which is interpreted by the Examiner as 
meaning "capable of being injected" renders the claim indefinite since it is not clear whether 
injection of the composition is the inventive route of administration. 
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The remaining claims are rejected as being dependent from the rejected independent 

claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim 1-4 and 20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Nakashio et al. (USPN 4,029,616). 

The instant claim 1 is drawn to a polynier-based composition comprising: a linear 
polymer which is water-insoluble, yet soluble in a water-miscible solvent, at least one water- 
insoluble, hydrophilic crosslinked poljoner, and at least one biocompatible, and a water- 
miscible solvent (claim 1). Claims 2-4 further limit the linear polymer. That the instantly 
claimed composition takes on the form of a solution or a suspension by virtue of combining 
said linear polymer (e.g. HPMA and acrylonifrile) with an ethanol solvent and a hydrophilic 
crosslinked poljoner (e.g. HEMA), is a property which is inherently taught by the practiced 
composition of Nakashio et al., since "products of identical chemical composition cannot have 
mutually exclusive properties" (see MPEP § 2112.01(11)). 

Nakashio et al. teach a poljoner composition comprising at least one water-insoluble 
linear polymer, such as a mixture (e.g. copolymer) of hydroxypropyl methacrylate (HPMA) 
and acrylonifrile, and at least one biocompatible, water-miscible solvent such as ethanol 
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(claims 1-4). Nakashio further teaches that the aforementioned HPMA and acrylonitrile 

ethylenic polymer may further comprise a water- insoluble, hydrophilic crosslinked polymer 
such as hydroxy ethyl methacrylate or HEMA (claim 2). 

Claim 20 is rejected under 35 U.S.C. 102(b) as being anticipated by Bajaj et al. 
{Journal of Polymer Science: Polymer Chemistry Edition). 

Bajaj et al. teach the copoljonerization of acrylonitrile (AN) with 3-chloro, 2-hydroxy- 
propyl methacrylate (CHPMA) into a either a solution or a suspension using either of the 
water-miscible solvents: de-ionized water or de-ionized water/acetone (see Sjoiopsis, 
Introduction and Copolymerization). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forih in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

The factual inquiries set forth in Grahcm v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining obviousness 
under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 1-5 and 20 are rejected under 35 U.S.C. 103(a) as being unpatcniablc over 
Nakashio et al. (USPN 4,029,616). 

The instant claims are drawn to a poljoner-based composition as discussed above. 
Claim 5 ftirther limits the amount of the linear polymer in the composition. The instant 
independent claim 20 is directed to a linear copolymer-based solution comprising at least one 
linear copolymer of hydroxj^ropyl methacrylate and of acrylonitrile (AN-HPMA) or HPMA 
and of N-tertbutylacrylamide (N-TBA) or HPMA and acetoacetoxyethyl methacrylate 
(AAMA), and at least one biocompatible, water-miscible solvent. The claim further stipulates 
the limitation that if AN-HPMA is selected, then dimethyl sulfoxide (DMSO) is not used as 
the solvent. 

The teachings to Nakashio et al. with regards to claims 1-4 are discussed above. 
Nakashio further teaches that the aforementioned ethylenic poljmer may be present from 
about 5-90% by weight of the composition. Formation of the practiced composition as a 
dispersion or a solution is also taught (col. 3, lines 29-39). 

Nakashio does not expressly teach a copolymer of HPMA and acrylonitrile present in 
the percent range, as claimed by Applicants. Since the values and formats of each parameter 
with respect to the claimed composition are adjustable, it follows that each is a result-effective 
parameter that a person having ordinary skill in the art would routinely optimize. 
Optimization of parameters is a routine practice that would be obvious for a person of 
ordinary skill in the art to employ. Adjusting the percent composition of the HPMA and 
acrylonifrile in the practiced composition of Nakashio et al. in order to achieve the desu-ed 
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final composition is well within the purview of the skilled artisan. Thus, absent some 

demonstration of unexpected results from the claimed parameters, optimization of any of 
these parameters would have been obvious at the time of Applicants' invention. 

All claims have been rejected; no claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey T. Palenik whose telephone number is (571) 270-1966. 
The examiner can normally be reached on 7:30 am - 5:00 pm; M-F (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Refrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access 
to the Private PAIR system, contact the Elecfronic Business Center (EBC) at 866-217-9197 
(toll-free). If you would like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 
571-272-1000. 
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